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Sir: 

I, H. William Bosch, hereby declare and state that: 

1 . I am a citizen of the United States, residing at 237 Rodney Circle, Bryn Mawr, PA 

19010. 

2. At the time of events detailed in paragraph 4, infra, I was an employee of Elan 
Drug Delivery, Inc., with offices at 3500 Horizon Drive, King of Prussia, PA 19406. 

3. I am a co-inventor of the invention disclosed and claimed in the above-referenced 
application. 
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4. Prior to June 27, 2003, 1 instructed my associates, as part of my supervisory role, 
to prepare nimesulide compositions comprising particles of nimesulide or a salt thereof having an 
effective average particle size of less than 2000 nm and at least one surface stabilizer adsorbed 
on the surface of the particles. My work relating to preparing the nimesulide compositions, 
which occurred prior to June 27, 2003, is documented in the attached exhibits. 

5. As shown in Exhibit A (Notebook No. 5822, pages 006-008), the formulation 
comprising 5% nimesulide and 1% Plasdone® S-630 provides a stable nanoparticulate nimesulide 
composition. 

6. As shown in Exhibit B (Notebook No. 5822, pages 009-01 1 ), the formulation 
comprising 5% riimesulide and 1% Plasdone® S-630 provides a stable nanoparticulate nimesulide 
composition. 

7. As shown in Exhibit C (Notebook No. 5822, pages 012-014), the formulation 
comprising 5% nimesulide, 1% Plasdone® S-630 and 0.2% DOSS provides a stable 
nanoparticulate nimesulide composition. 

8. As shown in Exhibit D (Notebook No. 5822, pages 015-017), the formulation 
comprising 5% nimesulide, 1% Plasdone® S-630 and 0.05% sodium lauryl sulfate (SLS) 
provides a stable nanoparticulate nimesulide composition. 
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9. I further declare that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true; and further, that 
these statements were made with the knowledge that willful false statements and the like so made 
are punishable by fine or imprisonment, or both, under Section 1 001 of Title 1 8 of the United 
States Code and that such willful false statements may jeopardize the validity of the application 
or any patent resulting therefrom. 
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Batch Record for Dispersion Technnlnpy M illing PrnrpHnr^ 



General Information 
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Batch Record for Dispersion Technology Milling Procedures 
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Particle Size Stability for Dispersion Technology Formulations 

General Information 
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Date 
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I. General Information 
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II. Quantities Dispensed 
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III. Process Parameters 
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Particle Size Stability for Di spersion Technology Formulations 

I. General Information ______ 
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Batch Re cord for Dispersion Technology Milling Procedures 

I. General Information 



Quantities Dispensed 
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Date 
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Formula 


5% API, 1% S-630, 0.2% DOSS 
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III. Process Parameters 






Milling Method I 


Dynomill (150 cc batch chamber) F915(S 
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Mill Speed f 
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Particle Size Stability for Dispersion Technology Formulations 

General Information 
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Christian F. Wertz 


Date 




Formulation 
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Particle Size Data 



Particle Size Analyzer Used 
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Batch Record for Dispersion Technology Milling Procedures 

I. General Information 



Name 


Christian F. Wertz 


Date 




Formula 


5% API, 1% S-630, 0.05% SLS 
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Batch Record for Disp ersion Technology Milling Procedures 
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Particle Size Stability for Dispersion Technology Formulations 

General Information 



Name 


Christian F. Wertz 
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5% API, 1% S-630, 0.05% SLS 
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Particle Size Data 
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